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Doc kj hwdng din siv dung trude khi ding.

Théng bio ngay cho bdc sj hodic dwge sj nhitng phin g cé hai gdp phii khi sit dung thuéc.

1. THANH PHAN CONG THU'C THUOC

Mai 1 géi 3 g chira: Acetylcysteine 600,0 mg.

Thanh phin t4 duoc: Sucralose, Ascorbic acid, Sunset yellow, Orange flavor, Mannitol.

2. DANG BAO CHE

Thudc ¢ém pha dung dich udng.

M5 ta: Com thude khé toi, mau tring hdng t6i vang cam, mui thom.

3. CHI PINH

Thude dugce chi dinh dé 1am loang dich tiét phé quan, tao diéu kién thuan lgi cho viée khac
dom dé dicu tri cac bénh vé phe quan, dic biét 1a viém phé quén cép tinh.

4. CACH DUNG, LIEU DUNG

Cach dung:

Thube duge ding theo duong udng. Hoa tan thude trong nira cde nudc, nén udng ngay sau
khi pha. Dung dich c6 thé uong cing hoic khong cung bita in.

Thudc c6 thé cé mui lru huynh nhe.

Khéng nén hoa tan Acetylcysteine véi cic thude khéc.

Acetyleysteine duge sir dung dé diéu trj triéu chimg va khoéng nén dung qué 8 dén 10 ngay
ma khong c6 chi dinh cua béc si.

Bénh nhén gidm phan xa ho (ngudi gia hodc ngudi suy nhuoc) nén ding Acetyleystein SOHA
600 sachet vao buoi sang.

Liéu diing:

Nguoi [6n: 1 g6i/ 1an x 1 1an/ ngdy (twong duong 600 mg acetylcysteine/ ngay)

Liéu t6i da hang ngay khong duoc vuot qué 600 mg.

Tré em: Acetylcystein SOHA 600 sachet khong duoc chi dinh & tré em dudi 18 tudi.

5. CHONG CHI PINH

e Bénh nhin qué man véi acetyleysteine hodic bt cir thanh phan nao cta thude.

e Tréem dudi 2 tudi.
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/ O VA THAN TRONG KHI DUNG THUOC

DUGRE s ddm cia Acetylcysteine xudt hién trong vong vai gio. Tinh trang 1dm sang sg
SOBA gng,x

o b

ihicn vao ngdy thir hai hodic thir ba khi dich tiét duong hé hip lodng hon. Can canh

b6 HEAK than ho va nhd chat nhiy ra ngoai (4 tranh tich tu trong phdi). Sw phén b khi
trong phai thay d6i va céac thong so chirc nang ho hap ciing c6 thé xau di. Trong nhiing truong
hop nhu viy, phai doi liéu tiép theo cho dén khi ho ra dom va phuc hoi tinh trang ban dau.
Bénh nhan hen phé quan can duoc theo ddi chit ché trong qud trinh diéu tri bé'mg
Acetylcysteine, néu xudt hién co thit phé quan, nén ngirng diéu tri ngay lap tc.

%
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Than trong voi bénh nhén co tién st loét hodc co céc tinh trang dé dan dén xuét huyét tidu
ho6a, ching han nhu gidn tinh mach thuc quén, loét da day ta trang, dic biét khi ding dong
thai véi cic thude khac ¢o tac dung kich tmg da biét trén niém mac da day, chi ding thudc
khi can nhiic ky ludng gitta loi ich va nguy co. Tuy nhién, cdc thi nghiém trén dong vit va
kinh nghiém sir dung thudc Acetylcysteine khéng cho thiy nguy co cao bi kich img niém mac
da day khi ding Acetylcysteine 1én dén lidu 600 mg/ ngay.

Acetylcysteine c6 thé 1am ting curromg dd nén mira.

Biéu tri bang acetylcysteine ¢6 thé lam long va tang dich tiét phé quan, dic biét khi moi bét
diu didu tri. Néu bénh nhan giip khé khan trong viéc ho, nén lam sach duong thé bing dan
luu tu thé hodc hit néu can thiét.

Khong nén dung Acetylcysteine dong thoi véi thude giam ho khac.

Vi acetylcysteine c6 thé anh huong vira phai dén qua trinh chuyén hoa histamine, nén than
trong khi ding thude diéu trj lau dai ¢ nhitng bénh nhan khong dung nap histamine, vi c6 thé
xdy ra cdc tri¢u ching khong dung nap histamine (dau dau, viém mai van mach, ngua).

Tré em duéi 2 tudi: i twgng nay kho co kha ning khac dom chi dong, c6 thé gdy tic nghén
dudng tho nén khong sir dung thude cho dbi tuwong nay.

Cac phan {mg da nghiém trong nhu hgi chimg Stevens - Johnson va Lyell rat hiém khi dwgc
bao cao khi str dung acetylcysteine. Trong hiu hét cac truong hop, nhirng phan ing nay co
thé dugc giai thich do bénh 1y ¢6 tir trude cia bénh nhan va/hodc viée sir dung ddng thoi mot
phuong phép diéu tri khac. Trong truong hop c6 nhimg thay ddi & da hodc niém mac méi xuét
hién, cin phai kiém tra y 1& ngay lap tirc va ngimg sir dung acetylcysteine.

Thude ¢6 thé cé mui lwu huynh nhe, ddy khéng phai ddu hiéu cho thiy sy thay ddi ctia san
pham ma la mui dic trung cua acetylcysteine.

Ta duoc

San phim ¢6 chira sunsct yellow cé thé gy céc phan tng dj tng.
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“DFDIWE‘U /& yviée str dung acetylcysteine ¢ phu nit mang thai con han ché. Céc nghién ciru duoc
e

’{rcn dong vat khong cho thay bat ky dc tinh sinh san nao.

:‘{Eélylcysminc di qua hang rao nhau thai. D li¢u hi¢n c6 khdng cho thiy bit ky rui ro nao

cho tre.

Néu cén thiét, viée sir dung Acetylcysteine c6 thé duge cén nhic trong thdi ky mang thai.

Phu nir cho con bu

Chua c6 dit licu acetyleysteine c6 bai tiét vao sita me hay khong, nhung & lidu diéu tri, khong

c6 tac dung ndo cha acetylcysteine ¢ tré so sinh. Acetylcysteine c6 thé duoc sir dung trong

thoi ky cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 bing ching vé anh huong cua thudc 1én kha niing 1ai xe va vin hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic thude

Nén sit dung khang sinh duong uéng (din xuit penicillin, cephalosporin, tetracycline,

aminoglycoside, macrolide va amphotericin B) riéng biét véi cic ché pham cé chia

acetylcysteine, sau it nhit 2 gid, ngoai trir loracarbef. Cho dén nay, su bt hoat ctia mot sb

loai khang sinh chi dugc phat hién trong diéu kién in vitro trong do céc chét lién quan dugc

{ron truc tiép.

Khone nén ding dong thoi thude chdng ho va thude lam loang chat nhay nhu acetylcysteine

vi viée gidm phén xa ho ¢6 thé din dén tich tu dich tiét phé quan.

Than hoat tinh c6 thé 1am giam hiu qua cta acetylcysteine.

Sir dung dong thai véi nitroglycerin: Sir dung dong thoi acetylcysteine giy ha huyét ap dang

ké va lam ting kha niing giin dong mach théi duong. Néu viée str dung dong thoi nitroglycerin

va acetyleysteine 1a cAn thiét trong qué trinh diéu tri, bénh nhéin can duoc theo ddi kha ning

xdy ra ha huyét ap, vi né co thé nghiém trong va can cht y dén kha nang xay ra dau dau.

Str dung dong thoi acetylcysteine va carbamazepine co thé din dén nf‘mg d¢ carbamazepine

dudi ngudng diéu tri.

Anh hudng dén két qua xét nghiém: Acetylcysteine co thé anh erorng dén phuong phép do

miu ding dé do salicylate, két qua xét nghiém ketone trong nudc ticu.

Cac nghién ctru vé tuong tac chi dugc thuc hién ¢ nguoi 16n.
9.2. Twong Ky ciia thube

Acetyleystein c6 thé 1am giam kha dung sinh hoc ctia muédi kim logi ning nhu muéi ving,
calci va sit do kha ning tao phic chelat. Trong trudng hop khong co dit lidu chinh xéc dicu
ndy, nén sir dung riéng biét acetyleysteine voi cac mudi kim loai nang hodc chon mjt dudng
dang khac.
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'_t\\sﬁ loai khang sinh, su bat hoat ctia khang sinh da dugc md ta khi tron lan vai

ine hodc cic chat 1am tan chét nhdy khac trong diéu kién in vitro.

da tan céc ché phdm co chira acetylcystein trong cung dung dich véi cac loai

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tom it cée phan tng c6 hai

Téan sudt cta cac phan Gng c6 hai duge phin loai nhu sau: rat thuong gip (= 1/10), thudng
edp (= 1/100 dén < 1/10), it gdp (> 1/1.000 dén < 1/100), hiém gip (= 1/10.000 dén < 1/1.000),
rét hiém gip (< 1/10.000), chua biét (khong thé udc tinh tir dit lidu sén o).

Hé thong co , g ; .
A it giip Hiémgjp | Réthiémgip | Chua bibt
quan
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He 1]'16113; mién s 5. 3 ;
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H¢ hé hap, nguc | _ g .| Co that phe Tac nghén phé
: . tang tict phé ) o )
va trung that i quan, khé tho quan.
quan

No6n mira, tiéu
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t%‘h’;ﬁlf} ng\lmong hop rat hiém gip, phan (mg da nghiém trong, ching han nhu Hoi ching
ﬁ P\;‘qﬁi‘ﬁﬁ I'ﬁ$on va hoi chimg Lyell di duge bao cdo. Phan 16n cac trudng hop nay da xic

S@inkIEakivn )ﬁl mét loai thude khac dugc ding dong thoi véi acctylcystcme didu nay co thé

*% Ig,,i‘éaé kha niing téac dung phy trén da va niém mac. Vi viy, can thong bio ngay cho bac

Sedim okt
sTnicn co bit ky roi loan nao & da hodc niém mac va phai ngimg st dung acetylcysteine ngay

¥

lap tire.

Nhiéu nghién ctru khac nhau da xac nhan sy giam két tap tiéu cau khi c6 mit acetylcysteine,
méi lién quan lam sang ciia diéu nay van chua duge chiing minh.

Acetylcysteine ¢6 thé c6 tac dung phy trén niém mac da day cia bénh nhan méc bénh loét da
day hodc co tién st bénh loét da day.

Bao cdo cdc tac dung khéng mong mudn

Viée bao cao cac tac dung khéng mong mudn sau khi thudc duge phé duyét la rét quan trong.
Diéu nay cho phép tiép tuc theo ddi danh gia lgi ich/rii ro cua thudc. Céc chuyén gia chim
séc stre khoe duoc yéu cau bao cdo bét ky tac dung khéng mong mudn nao toi:

Trung tim DI & ADR Quéc gia, 13 - 15 L& Thanh Téng - Hoan Kiém - Ha Noi.

Woebsite: http://canhgiacduoc.org.vn/

11. QUA LIEU VA CACH XU TRI

Chua ghi nhan truéng hop qua liéu doc hai nao khi str dung acetylcysteine dudmng uéng.
Khdng c6 tac dung phu nghiém trong nao xay ra khi tinh nguyén vién dugc diéu tri bing 11,6
g acctylcystein moi ngay trong 3 thang.
Ngay ca viée uéng 500 mg/ kg thé trong cting khong c6 tri¢u chirng ngd doc.
Triéu chimg ngd doc: Qua liéu cb thé gay ra cic vén dé vé duong tiéu hoa nhur budn non, non
vi tiéu chdy. C6 nguy co ting tiét & tré so sinh.
Xu tri: Khong co thube gidi doc dac hiéu, chi diéu tri triéu chimg va hd trg. Tich cuc theo ddi
d¢ co bién phap xur tri kip thoi.
12. QUY CACH DONG GOI
Hop 30 goi, mang nhém ghép gidy.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu kién bdo guan: Noi kho rdo, nhiét @6 khong qua 30°C, tranh anh sang.
Han diing: 24 thang ké tir ngdy san xuat.
Tiéu chuan chat leong: TCCS.
14. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Tén co 56 san xudt: CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dija chi: Duomg N1-Khu céng nghiép Yén My II, Thj trin Yén My, Huyén Yén My, Tinh
Hung Y¢n, Viét Nam.
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